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OBJECTIVES: To develop a self-administered patient reported outcome (PRO) in-
strument to evaluate patients’ experience of early morning symptoms of Chronic
Obstructive Pulmonary Disease (COPD). METHODS: A literature review and inter-
views with six clinical experts were performed to identify concepts for the evalu-
ation of early morning symptoms of COPD and to develop a focus group discussion
guide. Four focus groups were conducted with a total of 27 COPD patients who
experienced COPD symptoms at night or in the early morning. Qualitative data was
analyzed using ATLAS.ti to identify key concepts and patient terminology which
were then used to create a conceptual framework and to generate items and re-
sponse options for the new PRO instrument. One-on-one cognitive debriefing in-
terviews were conducted with 10 COPD patients to assess item readability, com-
prehensiveness, and content validity. RESULTS: Focus group participants had a
mean age of 68.1 years, were 51.9% female, and had a range of COPD severity levels:
7.4% GOLD I (mild), 55.6% GOLD II (moderate), 14.8% GOLD III (severe), 22.2% GOLD
IV (very severe). Most of the participants experienced COPD symptoms in the early
morning (n25, 92.6%). Patients noted symptoms such as cough and impacts such
as restricted morning activities. Cognitive debriefing interviews demonstrated that
the items were comprehensive, relevant and interpreted as intended. A few items
were edited to improve clarity based on feedback from the patients. CONCLUSIONS:
The Early Morning Symptoms of COPD Instrument (EMSCI) is a PRO instrument
developed to evaluate the full range of early morning symptoms of COPD. The
instrument was developed based on patients’ experiences to support content va-
lidity. The EMSCI can be used to characterize COPD patients’ experience of early
morning symptoms for clinical decision making and for the evaluation of new
treatments.
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OBJECTIVES: Hospital-at-home programs for COPD exacerbations aim to provide
care efficiently by shortening or avoiding hospital admissions. The objective was to
quantify Dutch patient and informal caregiver preferences for different aspects of
hospital-at-home. METHODS: In a discrete-choice experiment, respondents made
14 choices between regular hospital admission (7 days) and two programs in which
3 hospital days were followed by a 4-day treatment at home. The home treatment
was described by a set of attributes (see results). Hospital treatment was constant
across choice sets. Respondents were patients and their informal care givers who
participated in an RCT on the cost-effectiveness of hospital-at-home versus regular
hospital care. The data were analyzed in latent-class conditional logit models,
which allowed for heterogeneity across groups. RESULTS: A total of 202 question-
naires were returned. 25% of patients and caregivers always opted for hospital
treatment, 46% always chose hospital-at-home. For both groups, the best fit was
provided by a model with four latent classes, depending on preference for hospital
and caregiver burden. All attributes had the expected sign and a significant effect
on choices, except for number of home visits. Attribute levels with the strongest
impact were hospital preference (for patients, coefficients (depending on class):
-5.62 to 3.3), a 5h/day caregiver burden (-3.5 to -0.11) and co-payment of €100
(1.11). Also influential were specialized training for the homecare nurse (0.52), visits
by many different nurses (-0.43), high readmission risk (-0.41), GP instead of hos-
pital as contact for emergencies (-0.63), €50 co-payment (-0.48), 3h/day caregiver
burden (-0.32), medium readmission risk (-0.24). Results were similar for informal
care givers. CONCLUSIONS: A considerable proportion of patients and caregivers
have a fixed preference for either admission or hospital-at-home, regardless of the
specifics of the program. When choosing between hospital-at home programs,
co-payments and the burden on informal caregivers are the principal attributes.
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OBJECTIVES: The Asthma Life Impact Scale (ALIS) is a disease-specific measure
used to assess the quality of life of people with Asthma. It was developed in parallel
in the UK and US and has proven to be acceptable to patients, to have good psy-
chometric properties and to be unidimensional. The objective of this study was to
adapt and validate the ALIS for use in Italy and Russia. METHODS: The dual panel
methodology was used to translate the ALIS for both cultures. Patient interviews
were conducted to test the new language versions to ensure their face and content
validity. A test-retest postal survey was conducted in both countries to assess the
psychometric properties of the new adaptations.RESULTS:The translation process
proved straightforward. Cognitive debriefing interviews conducted in Italy (n15)
and Russia (n9) indicated that patients found the new versions of the ALIS easy to
complete and relevant. Validation data were available from postal surveys in Italy
(n61) and Russia (n71). Both new versions of the ALIS had good internal consis-
tency (0.92) and high test-retest correlation coefficients (Italian  0.86; Russian 
0.94) indicating good reproducibility. The Russian ALIS showed strong correlations
with a measure of fatigue (CAFS; 0.87) and sleep (CASIS; 0.85). The Italian ALIS had
a moderate correlation with the Nottingham Health Profile Energy level scale (0.63).
Both adaptations of the ALIS were able to distinguish between patients based on
their self-rated general health and asthma severity. CONCLUSIONS: The ALIS was
successfully adapted for use in Italy and Russia. The psychometric properties of
these new adaptations matched those of the original UK and US versions. The new
instruments represent valid and reliable tools for measuring QoL in international
clinical trials and for use in routine clinical practice.
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OBJECTIVES: Conceptual Models (CM) are useful for characterising domains of
Symptoms, Functioning and Treatment Satisfaction. Previously a Conceptual
Model (CM) of asthma was developed and relevance to patients confirmed through
qualitative interviews with 15 asthmatic adults. The aim of this research was to
test the model in adolescents.METHODS:Twenty semi-structured interviews were
conducted with asthmatic adolescents (aged 12-16) in the US. Cards were used to
elicit feedback from the patients on their understanding and experience of differ-
ent concepts included in the CM (symptoms and functioning/disability). Patients
used the cards to rank the importance of symptoms and impacts. Treatment sat-
isfaction was also discussed and the Asthma Control Test (ACT) completed.
RESULTS:Based on the ACT 40% (8/20) of adolescents had poorly controlled asthma
compared with 13% (2/15) of adults in the previous study. Most adolescents re-
ported experiencing all four core symptoms of asthma; breathlessness (n20), tight
chest (n19), cough (n18) and wheeze (n20). Additional symptoms reported by
the adolescents were light-headedness (n7), shaking (n6), congestion (n5),
feeling as if about to pass out (n2), vomiting (n2) and an uncomfortable feeling
in the ribcage (n2). Breathlessness was the most important and bothersome
symptom for both adolescents and adults. The functioning/disability concepts rel-
evant to adolescents were the same as for adults. ‘Spending time with friends/
family’ was the impact ranked as most important by adolescents (n5). Under-
standing of terms and definitions was good for all core symptoms and impacts. The
term ‘rescue inhaler’ was not familiar to a minority (3/12, 25%) of younger
adolescents. CONCLUSIONS:Qualitative analysis of the interviews found evidence
supporting all concepts in the CM. New symptoms reported by adolescents were
distal symptoms experienced due to poorly controlled asthma or rescue medica-
tion overuse. No changes to the CM for asthma are needed for adolescents.
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OBJECTIVES: The Living with Chronic Obstructive Pulmonary Disease (LCOPD)
scale is a disease-specific measure used to assess quality of life of people with
COPD. The measure was developed in parallel in the UK and US and was shown to
be highly acceptable to patients, unidimensional and have very good psychometric
properties. The objective of this study was to adapt and validate the LCOPD for use
in Italy, Spain and Russia. METHODS: Translated versions were produced using
dual panel methodology. The translated versions were tested with patients to en-
sure face and content validity. Test-retest postal surveys were conducted to estab-
lish internal consistency, reproducibility and construct validity. RESULTS: The
translation process proved successful for the new language versions. Cognitive
debriefing interviews conducted in Italy (n15), Spain (n14) and Russia (n8)
indicated that patients found the new versions of the LCOPD acceptable and easy to
comprehend. Validation data was generated from postal surveys in Italy (n51),
Spain (n142) and Russia (n69). All three versions showed good internal consis-
tency ranging from 0.94-0.95, and good reproducibility was evident from the high
test-retest correlation scores (Italian0.96, Russian0.94, Spanish0.85). The Rus-
sian LCOPD had strong correlations with a measure of fatigue (CAFS; 0.87) and sleep
(CASIS; 0.76). The Spanish LCOPD had a moderate correlation with the CAFS (0.66)
and a strong correlation with the CASIS (0.75). The Italian LCOPD had strong cor-
relations with three of the sub-scales of the Nottingham Health Profile (0.83) and
with the NHP-D (0.86). The new adaptations of the LCOPD were all able to distin-
guish between patients based on their self-rated general health and COPD severity.
CONCLUSIONS: The LCOPD was successfully adapted for use in Italy, Spain and
Russia. These results were similar to those found for the original UK and US ver-
sions.
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OBJECTIVES: The performance of daily activities is a major challenge for people
with chronic obstructive pulmonary disease (COPD). The 65-item Functional Per-
formance Inventory (FPI) was developed to quantify these difficulties in naturalistic
studies and clinical trials. The instrument was based on an analytical framework of
functional status and qualitative interviews; it was reduced to a 32-item short form
(FPI-SF) through a systematic process of item reduction and testing and re-format-
ted for greater clarity and ease of use. This study assessed the content validity of
the FPI-SF. METHODS: Qualitative cognitive interviews were performed with men
and women with COPD recruited through pulmonary clinics in the United States.
Interviews were conducted in-person by a trained interviewer using a semi-struc-
tured interview guide and continued to saturation. Qualitative data analyses in-
cluded the following: 1) comprehensiveness; 2) clarity of instructions, items, and
response options; 3) respondent interpretation of the instructions, items, and re-
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sponse options; 4) ease of completing the questionnaire; 5) relevancy of the items;
6) formatting (e.g., design and placement of instructions, font, placement of items
on page); and 7) identification of new concepts (e.g., functional areas or activities
that patients consider relevant and not represented by existing items). RESULTS:
Twenty COPD patients were interviewed: 12 (60%) males; mean age  63.0  11.3
years; 14 (70%) Caucasian; 12 (60%) retired; mean FEV1  1.5  0.5 liter; FEV1%
predicted  48.4  13.1. Content of the FPI-SF was seen as comprehensive and
represented activities participants found important and often difficult to perform.
Participants understood the instructions, items, and response options as intended.
No new concepts were identified. Two minor formatting changes were suggested to
improve clarity. CONCLUSIONS: These results, together with its development his-
tory and previously tested quantitative properties, suggest the FPI-SF is content
valid for use in clinical studies of COPD.
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OBJECTIVES: Over the past few decades the treatment of asthma bronchiale has
experienced huge progress. Hospitalizations and emergency visits almost disap-
peared and majority of patients with severe asthma are active in work and leisure
activities. However asthma still presents significant burden on patient’s daily liv-
ing. Objective of the study was to explore the burden of asthma on everyday life
from the patient’s perspective. METHODS: From May till September 2010, 506 pa-
tients were enrolled in a prospective 6 months study in the Slovak Republic with
moderate and severe persistent asthma. A total of 461 patients returned valid
diaries recording everyday asthma related symptoms and use of treatment over
period of 3 months. Clinical and treatment data have been recorded by the physi-
cian for the period of 6 months. RESULTS: The mean age of patients is 50 yrs with
disease duration of 12 years. Majority of patients are women (71%) and with mod-
erate asthma (88%). Most patients are active at work or study (85%) with 11% dis-
abled and only 4% unemployed. 31% patients have ever experienced a negative
impact of asthma on their employment opportunities. The impact of asthma on
everyday life is still large. According to patient diaries the patients suffer from
asthma symptoms (% of days with symptom of all severities/severe symptoms):
any of the monitored symptoms (67/19), dyspnoe (46/8), cough (49/10), wheezing
(32/6), limitation of daily activities (37/8), sleep disturbance (30/9), limitation of
work activities (25/2.5). The need for medical services such as unscheduled visits
(0.53/person year) or hospitalizations (0.036/person year) is less frequent.
CONCLUSIONS: The data demonstrate that asthma is still present in most of pa-
tient days including the presence of symptoms and impact on personal and work
life of patients. Patient insight is very valuable and should be incorporated more
within the routine treatment in order to get asthma under better control.
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OBJECTIVES: This study was designed to evaluate treatment outcome of pulmo-
nary tuberculosis patients by using WHO/IUATLD classification and investigate
factors associated with unsuccessful outcome.METHODS: The study was designed
as a retrospective evaluation of patients with smear confirmed pulmonary tuber-
culosis visiting two specialized hospitals in North East Libya. All patients who
registered during 2008-2009 were enrolled. Standardized protocol was used to col-
lect the required data. Descriptive analysis was computed for demographic and
clinical characteristics. Chi-square test with significance level of 0.05 was used to
determine association between variables. Data was analyzed by Statistical Package
for the Social Sciences version 16.02. RESULTS: Three hundred and twenty seven
patients were notified during the study period. Using the WHO/IUATLD criteria,
cure and treatment completion rate was 1.2% and 57.5%, respectively. Treatment
failure occurred in 7(2.1%) cases. Ninety (27.5%) patients defaulted treatment, 11
(3.4%) died and 26 (8%) transferred out. Nationality, sex, educational level, area of
residence and smoking were associated with unsuccessful treatment outcome.
CONCLUSIONS: Improving clinical and laboratory infrastructure in peripheral ar-
eas, educating defaulters about benefits of completing therapy and stratifying for-
eigners as high risk groups could improve success rate. Measures should be taken
to improve professional commitment and expertise of health care professionals.
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OBJECTIVES: To assess the quality of life (QoL) in patients with severe persistent
uncontrolled asthma and their caregivers, in the asthmatic Spanish pediatric pop-
ulation in specialist consultation. METHODS: An observational, cross-sectional,
multicenter (pneumology and allergy) study was done. Inclusion criteria were:
male and female patients, 6 years old 14, diagnosed with severe persistent
asthma [controlled and uncontrolled (ratio 5:2), according to physician criteria],
with data of clinical history and spirometry in the last 6 months. QoL in pediatric
patients and caregivers using PAQLQ and PACQLQ questionnaires, respectively,
and diagnostic concordance between physician criteria and GEMA, were
determined. RESULTS: A total of 207 patients were included, 33.8% with severe
persistent uncontrolled asthma and mean age SD of 10.4 2.3 vs. 11.5 2.1 years
in patients controlled (p  0.0015). Of all patients, 61.4% were male, BMI were 19.4
 3.8 kg/m2 and time from diagnosis was 5.5 3.4 years. Uncontrolled patients had
a higher number of exacerbations (7.4  5.2 vs. 3.2  2.8, p 0.0001), emergency
room visits number (2.4  3.3 vs 1.0  1.3, p 0.0001), FVC and FEV1 percentage
80% (28.4% vs 18.5%, p 0.0270 and 47.5% vs 28.6%, p 0.0069, respectively). QoL
in uncontrolled patients (114.2  30.2 vs 137.8  25.6) and their caregivers (64.2 
17.3 vs 74.7  17.9) was worse compared to controlled patients (p 0.0001, both).
Concordance between physician versus GEMA asthma control evaluation was
moderate, showing that 34.3% of patients with poor controlled asthma according to
GEMA would be considered controlled according physician criteria (k: 0.4, 95% CI:
0.3-0.6). CONCLUSIONS: Uncontrolled asthma patients have worse QoL, affecting
their caregivers. One third of physicians underestimate patients with uncontrolled
asthma.
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OBJECTIVES: Asthma symptoms can lead to physical and social activities limita-
tions, deteriorating the quality of life (QoL) of patients. Given the high percentage of
asthmatic uncontrolled patients, it is important to assess how the lack of control
affects the QoL. METHODS: An observational, cross-sectional and multicenter
study with severe persistent asthma patients according to GEMA, in specialist
consultation (pneumology and allergy) was done. QoL was assessed using Mini-
AQLQ questionnaire (domains: daily activity limitation, symptoms, emotions and
environment) according to GEMA and physician criteria, and patients’ perception.
Anxiety and depression according to GEMA criteria and patient’s perception, and
hyperventilation were assessed using the Hospital Anxiety and Depression scale
and the Nijmegen questionnaire, respectively. RESULTS: A total of 343 patients
were enrolled, being the mostly women (67.6%). Uncontrolled patients had worse
QoL scores according to GEMA, physician criteria and patient perception [4.4 (1.3)
versus 6.1 (1.0), 4.2 (1.2) versus 5.7 (1.2), 3.9 (1.1) versus 5.5 (1.2), respectively,
p0.0001 in all cases]. These patterns were also observed in the different dimen-
sions of QoL assessed (p0.0001 in all cases). The anxiety was associated with a
poor control asthma according to the GEMA [7.7 (4.4) versus 4.9 (3.1), p0.0003] and
patient perception [8.4 (4.4) versus 6.1 (3.9), p0.0001]. Depression also showed
significant association with poor control according to GEMA and patient perception
[4 (4.3) versus 2.3 (2.7) and 6.2 (4.1) versus 3.5 (3.9), respectively, p0.0001 in both
cases]. Similarly, the degree of hyperventilation was higher in uncontrolled pa-
tients according to GEMA and patients perception [19.2 (10.0) versus 9.6 (8.5) and
21.9 (9.3) versus 13.5 (9.5), respectively, p0.0001 in both cases]. CONCLUSIONS:
Uncontrolled asthma patients have worse quality of life, showing a greater degree
of anxiety, depression and hyperventilation.
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OBJECTIVES: To evaluate the impact of age on health related quality of life in
patients hospitalized for COPD exacerbations, given the fact that little is known on
this aspect. METHODS: Analysis of data from patients with COPD exacerbation
admitted in an university hospital between March and November 2008. Elderly
patients were defined as having an age of at least 65 years. Lung function, dyspnea
level at hospital admission, and health-related quality of life (CCQ, WHO-Five Well
-being Index-WHO-5) were among the variables analyzed comparatively in elderly
(E) and younger (Y) patients respectively. RESULTS: Included in the analysis were
72 patients, 42 (58.3%) were ex smokers, and there were 45 E patients and 27 Y
patients. Elderly patients had more severe dyspnea at admission, more impaired
lung function during hospitalization, and required longer hospitalizations. E pa-
tients had a more impaired health-related quality of life at admission as compared
to Y patients but this was not significantly altered (at admission WHO-5 score 19.28
E versus 22.81 Y, p0.49; CCQ symptoms score 3.64 for E and 3.26 for Y, p0.23; CCQ
functional score 3.63 for E and 3.25 for Y, p0.27, CCQ mental score 3.75 for E and
3.40 for Y, p0.4, CCQ total score 3.66 for E and 3.30 for Y, p0.19). Health-related
quality of life at discharge was found to be slightly and non significantly impaired
in E patients as compared to Y patients. CONCLUSIONS: This analysis demon-
strated that elderly patients hospitalised for a COPD exacerbation had a more
impaired health-related quality of life even if no statistically significant differences
were detected.
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